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DETAILED ACTION 

1 . This Office Action follows a response filed on January 9, 2008. Claims 1 , 3 and 
1 1 have been amended; no claims have been cancelled or added. 

2. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on January 
9, 2008 has been entered. 

3. In view of the amendment(s) and remarks the rejection of claim 1 under 35 
U.S.C. § 112, 1 st paragraph and the rejection of claims 1 1 and 19 under 35 U.S.C. § 
112, 2 nd paragraph have been withdrawn. 

4. Claims 1 -1 2, 1 9 and 20 are active. 



Claim Rejections - 35 USC § 103 

5. The text of this section of Title 35 U.S.C. not included in this action can be found 
in a prior Office Action. 

6. Claims 1-12,19 and 20 are rejected under 35 U.S.C. §1 03(a) as being 
unpatentable as obvious over Haddleton et al. (U.S. Patent 5,804,632) in view of 
Rehmer et al. (U.S. Patent 6,225,401 ), for the rationale recited in paragraph 8 of Office 
Action dated September 26, 2006, and comments below. 
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Response to Arguments 

7. Applicants traverse the rejection under 35 U.S.C. §1 03(a) of claims 1-12,19 and 
20 as being unpatentable as obvious over Haddleton et al. (U.S. Patent 5,804,632) in 
view of Rehmer et al. (U.S. Patent 6,225,401 ). Applicant's arguments filed on January 9, 
2008 have been fully considered but they are not persuasive. 

8. Regarding the Applicants arguments that if methacrylic acid is an acid 
comonomer, and if alkyl esters of (meth) acrylic acid are non acid functional 
comonomers, these ranges would appear to overlap the monomer content ranges of 
Claim 1 (page 8, 2 nd paragraph), it is noted that the rejection was made not under 35 
U.S.C. § 102 but not under 35 U.S.C. § 103(a) because "[Ajnticipation under § 102 can 
be found only when the reference discloses exactly what is claimed and that where 
there are differences between the reference disclosure and the claim, the rejection must 
be based on § 103 which takes differences into account." Titanium Metals Corp. v. 
Banner, 778 F.2d 775, 227 USPQ 773 (Fed. Cir. 1985). 

Therefore it is within the skill of those skilled in the art to find the optimum value 
of a result effective variable, as per In re Boesch and Slanev 205 USPQ 215 (CCPA 
1980). 

Furthermore, it is worth to mention that "[Wjhere the general conditions of a claim 
are disclosed in the prior art, it is not inventive to discover the optimum or workable 
ranges by routine experimentation." In re Alter . 220 F.2d 454, 456, 105 USPQ 233, 235 
(CCPA 1955) (Claimed process which was performed at a temperature between 40°C 
and 80°C and an acid concentration between 25% and 70% was held to be prima facie 
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obvious over a reference process which differed from the claims only in that the 
reference process was performed at a temperature of 1 00°C and an acid concentration 
of 10%.). 

9. In response to the Applicants arguments that Rehmer discloses a process for 
producing copolymers of acrylic and/or (meth)acrylic acid by emulsion polymerization 
instead of by CCT process used by Haddleton, and the obviousness rejection is based 
on substituting the emulsion polymerization method of Rehmer for the CCT process of 
Haddleton for the purpose of obtaining the polymers of the invention which do not 
contain transition metal complexes (page 9, the last paragraph), it is noted that instant 
claim 1 is a product claim and it recites a pH-sensitive polymer, but not a process for 
preparing a pH-sensitive polymer. Therefore, it is the examiner position to believe that 
the instantly claimed product , i.e. pH-sensitive polymer of Haddleton and Rehmer is 
substantially the same as pH-sensitive polymer recited in claim 1 , even though obtained 
by a different process, consult In re Thorpe, 777 F.2d 695, 698, 227 USPQ 964, 966 
(Fed.Cir. 1985). 

1 0. It appears that the focal argument resides in the contention that there is no 
motivation for selecting polymers which brings about at least 60% haemolysis at pH 5,5 
and less than 5% haemolysis of human red blood cells at pH 7.4 (page 10, 2 nd 
paragraph), the rejection was made in the sense of In re Soada , 91 1 F 2d 705, 709 15 
USPQ 1655, 1658 (Fed. Cir. 1990), which settles that when the claimed compositions 
are not novel , they are not rendered patentable by recitation of properties, whether or 
not these properties are shown or suggested in prior art. 



Application/Control Number: 10/510,371 Page 5 

Art Unit: 1796 

Therefore, the properties governing the claimed composition comprising brings 
about at least 60% haemolysis at pH 5,5 and less than 5% haemolysis of human red 
blood cells at pH 7.4, at a concentration of 150 ug/ml in a cytotoxicity test with human 
red blood cells, are inherently the same as or rendered obvious over Haddleton and 
Rehmer, since Haddleton and Rehmer's polymer contains essentially the same 
methacrylic acid units and esters of methacrylic acid, as instantly claimed and their 
weight ratio, initiators, emulsifier, process of aqueous emulsion polymerization 
producing such polymers and the same range of molecular weight, etc. 

Since the USPTO does not have proper equipment to do the analytical test the 
burden is now shifted to the applicant to prove otherwise. In re Best , 195 USPQ 430, 
(CCPA 1977). 

Even assuming that the claims are not anticipated by the references, it would 
have been obvious to one of ordinary skill in the art to make the polymer having the 
claimed properties because it appears that the reference generically embrace the 
claimed subject matter and the person of ordinary skill in the art would have expected 
all embodiments of the reference to work. Applicants have not demonstrated that the 
differences, if any, between the claimed subject matter and the subject matter of the 
prior art examples give rise to unexpected products. 

11. In response to Applicants arguments that "while page 7, line 4 of the final Official 
Action mentions the term "result effective variable" it does not indicate that the pH- 
sensitive properties required by the polymers of the invention are results-effective 
variables. It cannot, since pharmacological use of the Haddleton and Rehmer polymers 
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is not contemplated. Thus, the argument with regard to optimizing a results effective is 
immaterial to the pH-sensitivity limitations in Claim 1" (page 1 1 , 2 nd paragraph), it is 
noted the following. 

The Examiner used the term "result effective variables" in final rejection only 
regarding the amount of methacrylic acid, methacrylates and acrylates in the copolymer, 
not to the pH-sensitive polymer's properties such as at least 60% haemolysis at pH 5,5 
and less than 5% haemolysis of human red blood cells at pH 7.4, as incorrectly was 
mentioned by the Applicants. It was clearly noted that the amount of methacrylic acid, 
methacrylates and acrylates in the copolymer is a result effective variable, and 
therefore, it is within the skill of those skilled in the art to find the optimum value of a 
result effective variable, as per In re Boesch and Slanev 205 USPQ 215 (CCPA 1980). 
See also Peterson, 315 F.3d at 1330, 65 USPQ2d at 1382: "The normal desire of 
scientists or artisans to improve upon what is already generally known provides the 
motivation to determine where in a disclosed set of percentage ranges is the optimum 
combination of percentages." 

For the above reasons, it is believed that the rejections should be sustained. 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL M. BERNSHTEYN whose telephone number 
is (571 )272-241 1 . The examiner can normally be reached on M-Th 8-6:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Randy Gulakowski can be reached on 571-272-1302. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Randy Gulakowski/ /Michael M. Bernshteyn/ 

Supervisory Patent Examiner, Art Unit 1796 Examiner, Art Unit 1796 

/M. M. B./ 

Examiner, Art Unit 1796 
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